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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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Status 

1 )M Responsive to communication(s) filed on 12 September 2006 . 
2a)K This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) KI Claim(s) 1 and 3-44 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1. 3-4 and 10-13 is/are rejected. 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
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a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 
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DETAILED ACTION 

Receipt of response dated 9-12-06 is acknowledged. 

Claims 1 and 3-44 are pending. Claims 5-9 and 14-44 have been withdrawn from 
consideration. Claims 1, 3-4 and 10-13 have been considered for examination. 
The following rejection of record has been maintained : 

Claim Rejections - 35 USC § 103 

Claims 1, 3, 4 and 10-13 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,910,512 to Conant (Conant). 

Instant claims are directed to a kit comprising as separate components, a first 
composition comprising capsaicin or its analog and a second component comprising a 
substance in which capsaicin has a solubility of at least 10%. 

Conant teaches a topical analgesic composition comprising capsicum and/or 
capsaicin, for the treatment of pain and relief from arthritis (col. 1-2). Conant suggests a 
water-soluble capsaicin at a concentration of 0.1 to 1% (col. 2). Conant teaches water 
as an excellent for capsaicin and hence meets the claimed solubility suspending (at 
least 10% w/w). Conant teaches applying water-soluble capsaicin to the skin so that the 
epidermal layer is softened without harsh chemicals (col. 1 , lines 57-60) and also 
teaches suspending the water-soluble capsaicin in hydrophilic bases before applying to 
the skin of patients to treat pain. Conant fails to teach the claimed kit having separate 
components. However, it would have been obvious for one of an ordinary skill in the art 
at the time of the instant invention was made to pack capsaicin and the solvent or the 
carrier for capsaicin separately and mix them before applying to skin because Conant 
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teaches suspending water soluble capsaicin in various hydrophilic bases before 
applying to the skin for treating pain and therefore a skilled artisan would have expected 
capsaicin to be soluble in water and is therefore effective in treating pain, before 
applying. 

Response to Arguments 

Applicant's arguments filed 9-12-06 have been fully considered but they are not 
persuasive. 

Applicants argue that instant claims do not recite capsaicin and the solvent or 
carrier mixed prior to application to skin, which is taught by Conan of record. Applicants 
emphasize that claims 1, 3-4 and 10-13 require the second composition is a separate 
component for the kit cleansing a bodily surface (described in paragraphs 1 1 , 12, 21 , 44 
and 51). However, instant claims do not require the components to be separated 
physically or separately packaged, including those sections of instant specification cited 
above. A careful review of the instant specification reveals that in one embodiment the 
two compositions are separately packaged, whereas in another embodiment the two 
components are present together and the instant claims as presented read on the latter. 
It is argued that Conant does not mention the second component for cleansing and 
instead the patients (example 4 of Conan) only note that the composition worked 
quickly. However, instant claims are directed to a kit and the component b recites, "for 
cleansing" as an intended use that does not carry patentable weight. 

With respect to applicants' arguments regarding the rejection of claims 1, 3-4 and 
10-13 as being unpatentable over Conant in view of US 6,403,589 to Meert et al 
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(Meert), the rejection has been and accordingly the arguments have not been 
addressed. 

Conclusion 

THIS ACTION IS MADE FINAL Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Lakshmi S. Channavajjala whose telephone number is 571-272-0591 . The examiner can 
normally be reached on 7.30 AM -4.00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Woodward can be reached on 571-272-8373. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

Lakshmi S Channavajjala 
Examiner 
Art Unit 1615 
December 13, 2006 
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